The FDA Is Overextended and Underfunded - 
It Would Be Foolhardy for Congress to 
Add Tobacco Products to Its Lengthy 
List of Important Responsibilities 


Congressman Synar’s latest anti^tobacco bill, H.R. 2147, seeks to amend the Food, Drug 
and Cosmetic Act ("FDCA") to give regulatory authority over tobacco products to the Food and 
Drug Administration ("FDA"). Presently, FDA is responsible for assuring the safety and 
effectiveness of drugs and devices and safeguarding the food supply; it also oversees the nation’s 
blood supply, vaccines, drugs for animals, (which often became part of the human food supply) 
and the safety of cosmetics, These products are essential to the health and well-being of the 
American people and account for approximately 25 cents out of every consumer dollar spent in 
the United States. Congress should not do anything that would interfere with the Agency’s 
ability to adequately regulate these vital products. The FDA’s hands are more than full already. 

The FDA is just beginning to recover from the devastating effects of the 1980’s. During 
that time. Congress simultaneously increased FDA’s statutory mandates and decreased its 
funding. This significantly hampered the Agency’s ability to perform its core functions and led 
to a period of extreme decline and neglect. Since taking office in December 1990, FDA 
Commissioner David Kessler has revitalized the agency and restored much of its public 
credibility. Nevertheless, Representative Dingell remarked in July, 1991, that the "Agency is 
in serious need of substantial new and additional authorities and resources." The Agency is still 
not effectively doing the basic job it was created to do, nor have the recent increases in its 
budget fundamentally altered the difficulties it has in regulating the products that are already 
within its jurisdiction. 

A blue-ribbon panel of experts, appointed by the Secretary of Health and Human 
Services, known as the Edwards Committee, concluded in 1991 that the FDA was "overextended 
and underfunded" and recommended that it: (a) abandon federal regulation of certain activities; 
(b) transfer authority over certain activities to other, more appropriately equipped, federal 
agencies; or (c) relinquish responsibility for certain activities to state or local governments. 

In light of the legacy of the 1980’s and the Edwards Co mmi ttee’s recommendation that 
the Agency dimmish its responsibilities. Congress should hesitate long and hard before adding 
anything to FDA’s already full plate. And, given that FDA’s mandate is product safety, tobacco 
products should be last on the list of products added to FDA’s regulatory responsibilities. 
Government officials and anti-smoking forces who advocate FDA regulation regularly insist that 
tobacco products can never be made "safe" or "safer." 

Representative Synar’s bill would move the FDA to the center of the smoking debate, 
causing it to be besieged by anti-smoking groups and others, each petitioning for rules and 
regulations and tying up the agency in regulatory knots. Thus, from a resources standpoint. 
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adding tobacco to the FDA's mandate is not like adding any other product. Adding these 
products to FDA’s responsibilities will diminish the agency’s resources much more significantly 
than previous congressional expansions of the Agency’s jurisdiction. As illustrated below, this; 
is a result FDA and the American public can ill-afford. 


1. The FDA’s Statutory Duties Are Already Extensive 

And Are Likely To Keep Expanding 

• Between 1960 and 1993, Congress passed over SO new laws or amendments that 
affected the FDA’s responsibilities; 13 of these laws were passed in 1990 alone. 
(See Legislation Affecting the FDA, attached.) 

• Many of the statutes enacted during the past decade have imposed major 
requirements for additional resources on FDA and required FDA to promulgate 
detailed implementing regulations (e.g., the Nutrition Labeling and Education Act 
of 1990 (NLEA)). 

• As a result of the Safe Medical Devices Act of 1990 (SMDA), adverse reaction 
reports for devices have more than tripled - from 26,000 in 1990 to 86,000 in 
1992. In addition, FDA receives 86,000 adverse drug reaction reports every 
year. 

• Vice President Gore’s 1993 National Performance Review report recommended 
that the Department of Agriculture’s Food Safety Inspection Service (FSIS) be 
transferred from the Department of Agriculture to the FDA. Such a move would 
greatly increase FDA's responsibilities and obligations and significantly expand 
its jurisdiction 

• Twenty-six bills pending before the 103d Congress would further expand FDA’s 
responsibilities. These bills address the following issues: 

Safety of Pesticide Residues in the Food Supply ; 

FDA’s Proper Role in Drug Pricing as a Component of Health Care 

Reform; 

Adequate and Accurate Drug Labeling; 

Inclusion of Women and Minorities in Clinical Trials to Establish the 

Safety and Effectiveness of Drugs and Biologies; 

Seafood Safety and Inspection; 
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Regulation of Dietary Supplements; Improved and More Accurate Labels; 
for Food; 


Medical Uses of Human Tissue; 


Unapproved and Alternate Uses of Veterinary Drugs; 
Improved Food Inspection Authority; 


2. The Industries Regulated By FDA 

Are Expanding Rapidly 

• Imports of products under FDA jurisdiction have tripled in the past twenty years 
-- from 500,000 entries in 1971 to more than 1.5 million in 1990. 

• During the 1980s, the market value of products sold by FDA-regulated industries 
grew by more than $56,000,000,000.00 (in constant dollars). 

• Drug industry research and development budgets have doubled since 1985. 

• In 1989, FDA received 82 percent more applications for experimental products 
than in 1980. 

• From 1987 to 1992, the number of submissions to market new or significantly 
modified medical devices increased approximately 19 percent and, according to 
Commissioner Kessler, these submissions were more complex than prior 
submissions. 

• Under the Clinical Laboratories Improvement Act of 1988 (CUA), Congress 
broadened FDA’s responsibilities to include aspects of the clinical laboratory 
testing industry . 

3. Many External Factors Increase FDA’s Workload 

• President Clinton’s health care reform package will have far-reaching implications 
for and place new demands on the FDA. 

• President Clinton’s childhood immunization initiative will likely absorb Agency 
resources as well. 
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• The field of biotechnology is "exploding" with health related products and 
interventions that FDA must be capable of assessing. 

• The AIDS epidemic has spurred an unprecedented search for new treatments and 
created many time-sensitive demands on FDA’s scientific and enforcement 
resources. 


• An aging population is creating a special challenge for FDA, which must ensure 
that seniors use medications properly and have access to affordable generic drugs. 


• An increased emphasis on international harmonization is creating new regulatory 
challenges for the FDA and is likely to increase the number of products FDA 
must review. 


• Product tampering incidents, product defects and other "public health” 
emergencies frequently divert the FDA’s attention from its primary 
responsibilities and deplete the Agency’s limited resources. Recent examples 
include: 


Sudafed tampering. 
Syringes in Pepsi. 


Silicone breast implants. 


Benzene in Perrier. 


ALAR on apples. 


Unapproved medical usage of the food additive L-tryptophan. 

Marketing of defective cardiac pacemaker leads by Medtronic. 

Marketing of Zyderm and Zyplast, injectable bovine collagen products, by 
Collagen Corporation; despite their apparent association with serious 
autoimmune reactions. 

Marketing of Orcolon, a synthetic gel injected into the eye during surgery , 
despite a significant threat that it would impair or destroy eyesight. 

Marketing of radiation equipment for cancer treatment by Theratonics 
International, despite evidence that the device was associated with three 
deaths in approximately one year. 
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Congress Recognizes That FDA Is Not 

Meeting Its Current Responsibilities 

• At a June 16, 1993 hearing before the House Committee on Energy and 
Commerce, Subcommittee on Oversight and Investigations, Representative 
Dingell stated that: "The FDA’s ability to regulate imported drugs, foods, 
cosmetics and medical devices is not sufficient to protect the public adequately.” 

• In a May 12, 1993 letter to Members of the House Committee on Energy and 1 
Commerce, Representative Dingell said that FDA’s Center for Devices and 
Radiological Health (CDRH) is "unable to either protea adequately the public 
from unsafe devices or to approve useful and safe devices in a reasonable period 
of time." 

• According to Representative Waxman, at a June 12, 1992 FDA Oversight 
Hearing, "during the 1980s, the Food and Drug Administration declined'to the 
point where it was on the verge of not functioning at all. During that period 
enforcement actions were cut in half and the Agency brought fewer than 20 
criminal prosecutions per year." 

• In a July 17. 1991 hearing before the House Committee on Energy and 
Commerce, Subcommittee on Health and the Environment, Representative Dingell 
made the following remarks: 

[FDA’s] powers have proven_to be grossly 

inadequate, very poorly administered, and grotesquely 
underfunded, and ... it is literally incapable of 
providing the needed protections for the American 
people, so much so that the confidence of the American 
public in that institution is improperly placed and 
desperately in need of significant changes to justify 
public confidence. 

Unfortunately, the FDA has suffered through a long 
decade of neglect. Morale is low in the Agency, 
resources are thin, personnel Agency levels are 
extremely low. This has occurred at a time when the 
Agency’s responsibilities have significantly expanded. 

The U S. food, pharmaceutical device, and cosmetic 
industries continue to develop innovative and new 
products while the American public demands greater 
assurances regarding the safety of these products. . . . 
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• According to Senator Glenn, at a July 25, 1991 hearing before the Senate 
Committee on Governmental Affairs, Congress has been "chronically 
underfunding FDA throughout the last decade, while at the same time 
expanding its responsibilities tremendously. We have stretched this Agency 
and its dedicated employees to the limit, if not beyondL . . . [T]he industries 
regulated by FDA by no means stood still; rather, they experienced expansive 
growth." 

• Recent increases in FDA funding do not diminis h these observations. 
Expanding FDA's responsibilities to include an entirely new product category 
- an entire industry, actually — would cause a reversion to the totally 
unsatisfactory circumstances that pervaded the Agency in the 1980s. 


5. FDA’s Inadequate Resources Have Led To Significant 

Delays In Its Product Approval Processes 

• The backlog of pending medical device applications recently exceeded 1,100 
(not counting the backlog of unfiled applications pending in the mailroom); in 
April, 1993, there were 1,400 510(k) submissions that were pending for longer 
than the 9Q j -day targeted review period; 

• FDA's processing of device 510(k) submissions averages 184 days; this is 
twice as long as the original 90-day milestone for review. Some 510(k)s have 
taken over 900 days to process. 

• As of 1991, new drug approvals were taking an average of 29 months, despite 
a 180-day limit mandated by statute. 

• The lag from synthesis of a promising new chemical compound to approval for 
sale as a medicine is currently 14 years; this lag time was 8 years in the 
1960’s. 

• Approximately 80 percent of drugs approved by the FDA between 1987 and 
1989 were available earlier in other countries -- on average about 6 years 
earlier. * 


* This figure is based on a study by the Tufts University Center for the Study of Drug 
Development. 


Source: https://www.industrydocuments.ucsf.edu/docs/yhxj0000 


2023001744 



-7- 

6. FDA’s Inadequate Resources Have Led to Significant 

Delays in Its Rulemaking Processes 

• According to Representative Waxman, it often takes FDA seven to 10 years to 
issue important regulations; in some cases the process takes 20 to 30 years. 

• According to a February 1992 General Accounting Office (GAO) report, die 
average published FDA rule proposal was not promulgated in final form for 
nine years; three-fourths of all published rule proposal^ were not promulgated 
for more than five years, others were pending much longer (i.e., more than 15 
years). 

• Regulations implementing the following statutes remain outstanding: 

The Generic Drug Price Competition and Patent Term Restoration Act 
of 1984; 

The Vaccine Compensation Amendments of 1987; 

- The Generic Animal Drug and Patent Term Restoration Act of 1988. 

• Regulations mandated by the 1988 Clinical Laboratories Improvement Act 
(CLLA) were not promulgated until 1992; FDA still has not implemented these 
regulations. 

• According to FDA, it would take 700 full-time employees five years to 
implement the Safe Medical Devices Act of 1990. 

• Thirty years after FDA initiated a review of over-the-counter drugs (in' 
response to congressional concern), a large number of the 71 proposed 
monographs are not yet final, leaving manufacturers free to make unchallenged 1 
and unproven claims regarding the safety and efficacy of their products. 


7. FDA ’s Inspection And Enforcement Activities Significantly 
Diminish When Agency Resources Are Diluted 

• Between 6.5 and 33 million Americans become sick each year because; of 
microorganisms in their food and some 9,000 afflicted persons die. In 
addition, seafood illnesses accounted for 56 percent of all outbreaks of food 
poisoning in flesh foods reported to the Centers for Disease Control between 
1978 and 1987. 
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• Inspections of FDA-regulated establishments decreased from 36,253 in 1980 to 
17,064 in 1992, 

• Out of 2,200 medical device establishments identified by Commissioner 
Kessler in 1991, over 1,000 had not been inspected within two years, as 
required by statute. 

• At recent rates of inspectional frequency, the FDA will visit each of the 
90,000 establishments now subject to inspection once every six years instead 
of once every two years for drug and device establishments, as required by 
statute. 

• The FDA rarely inspects foreign canneries - from 1985 to September 1989; 
only 31 of the 3,399 registered foreign canneries were inspected, 

• Foreign drug firms that are exporting to the United States are only reinspected 
every six to seven years. 

• According to July 1991 figures, FDA checked the paperwork on about 
9 percent of imported foods and physically sampled slightly more than 

2 percent of imported foods; of the items sampled, 40 percent were rejected 
due to contamination with bacteria, pesticides, insects and filth, labeling 
deficiencies or decomposition. 

• FDA's inadequate inspection of imports, has allowed poisonous Chinese 
mushrooms, defective condoms, defective surgical gloves and illegal drugs to 
enter this country . 

• FDA inspects less than 4 percent of the seafood in U.S. commerce; of the 
seafood it inspects, 27 percent is rejected for spoilage or contamination. 
According to a report published in the February 1992 issue of Consumer 
Reports, fish sold in major markets in Chicago and New York showed 
widespread evidence of spoilage, bacterial contamination, presence of mercury 
and industrial pollutants. 

• Seizures of adulterated and misbranded pharmaceutical products dropped from 
539 in 1980 to 183 in 1992. 

• FDA has not automated its import entry system; despite repeated promises to 
do soi As a result, imported products that have been refused entry into the 
U.S. often find their way back to ports of entry and frequently find their way 
to American consumers. 
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Although the FDA has authority to regulate adulterated or misbranded 
cosmetics, the FDA enforces these requirements rarely, if ever. 


8. FDA’s Facilities Are Outdated And In A State 
Of Total Disrepair 


• In 1993, FDA estimated that it had a backlog of repairs and improvements to 
its facilities worth over $71,000,000.00. 

• In 1991, space was so scarce that FDA employees were housed in renovated 
restrooms and freezers and a chicken coop was converted into a laboratory . 

• FDA testing on the safety of food and drugs has been ruined in FDA 
laboratories due to inadequate heating, ventilation and/or air conditioning. 

• FDA inspectors would not permit FDA-regulated industries to operate in 
facilities that resemble many of its own facilities. 

• In 1989, the GAO rated four of FDA’s nine Washington, D.C.-area 1 laboratory 
facilities as "unacceptable, " three as "marginal" and two were characterized 1 as 
"suitable but with problems." 


9. When FDA’s Resources Are Stretched To Their Limit, 

Adequate Employee Supervision Becomes Impossible 

And Employees Engage In Criminal Conduct 

• In June 1992, three former FDA inspectors pleaded guilty to accepting bribes 
in return for approving mercury-tainted swordfish and decomposing lobster; 
these inspectors allowed 20 tons of contaminated seafood to be imported into 
New York and New Jersey. 

• Between 1988 and 1989, 26 people, approximately five of whom were FDA 
employees, pleaded guilty or were convicted after trial in connection with the 
now infamous "generic drug scandal." 

* * + 

In 1990, the FDA estimated that it would need a staff of 17,000 and a budget of 
SI.900.000.000,00 by 1997 in order to meet its existing scientific, regulatory and 
enforcement responsibilities. Even with recent increases in FDA’s budget and staffing 
allocations, FDA’s resources have not kept pace with its expanding statutory duties, the 
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growth of the industries it regulates or the external factors affecting it. If Congress forces 
FDA to oversee tobacco products, the recent progress at FDA will be undone and the safety 
of our nation’s food, drugs and medical devices will be placed in serious jeopardy. 
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